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(57) Abstract 

Immunoassay reagents by which an ultraminor constituent (for example, an antigen or an antibody) contained in a specimen can be 
assayed at a high sensitivity without requiring any operation for separating, for example, immunologically reacted components from 
unreacted ones, or while simplifying such an operation. These immunoassay reagents aim at quantitating an antigen or an antibody to be 
assayed in a specimen and contain an insoluble support carrying an antibody or an antigen against the above-mentioned antigen or antibody 
and an enzyme, an enzyme inhibitor inhibiting the activity of the above enzyme, and a substrate of the above enzyme. 
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Sil^Tfe^ftU 3 2 0 0 ^£ffl^T$iJ5£L/Co ±IB (2-1) IJ<D 
fpHB s t/tllfc^O^It^C R P©M^#t"t h ifitiff&ft: 2 0 // 1 i 
±IE^1SSH1 2 0 1 i^rl^U 3 7°C-ei 0##t#L*:^ ±IH 
2 5 ffl2 8*2i£ 1 2 0 u 1 fci&jtaU ^© 1 0#^JC. IKESrffl^T^&tefi 
#£KJ&^£l£ffl5ic?[£ol;f\ ±/f ©^©IR^K^ 6 0 0 nm£4 2 
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c rp &£ii}irz%n¥n<Dfaffi^'& bnfzmfr mmc RP-mm. o 

«2^HB st/tM^J««!:iR^:a:^kOB5#^ ifCRPiijt 
10 m^4t<DM@k<Dtkm$&%:m 2 iC^L/c 0 i2l:fc^t, 6 0 On 

mifc« 4 2 0 nmt£:fctt£!R#;3:^ffc«£. 8tttltilfitf§if<DH B s fit 
fC;M ( I . U. /ml) ifcliCRPiS(rag/dl) ^^to 

c 2 - 3 ) h b s mmmvk. c r pRu&Mi 

( 2 - 2 ) ^»^©^^©lg}Cfc{^^^ipH B s ifcmiS&&m&C R 

15 p©M^-^#t; t btfn.mtkfc2 o// i©^t)ic h b s m,mmfe. & 

CRPBtti«2 0^1*ffll^CiOfl!!tt> ( 2 - 2 ) lg£|5]*i 

(£#>T. HBs ^o. C R PH&lfir/f t£©H B s foU^ffifc 

•kt/CRPiS^fcfco HBsftSHH^ CRPitti 
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7f v 9 ^%imWLW$L : 5 0 mM©| 1 U >Wt+ h'J^Ai5 Om 
M©i2 'J >it h'J^A^pHG. 5 i /X « «fc ^ fczg^ Lf:t© 
CMflTi&^ ^XHTinlJ^ (p 2 2 ) : -tf-fc r e c o 

5 mb i n a n t C J JlsX^TffcM (t-Xh7ih /<-f;f n>> 

(R3$) : ffi#9iftf^;b;t*->^--tf ( 2 5 7 U/mL, 
m#**fcfc£i) ^ifE^^-y ?X#§?ffl*g«{CT 0. 3 U/mL&c^ 

Ifi (R4i) : 1 0 mM N -jl^-jU- N - (2-hKo + ->- 
15 3 -x;U*7*o t°;U) - 3 , 5 - h + ->7^'J > (PC-fb^ttS!) 
8//L, 4mM 4 - 7 ^ 7 >f f 'J > (ft^HttS!) 4 0^L. 
1 2 mMia^k7jc^7jc (H^L^ftM) 3 ^ L Itfffl Lfco 

7° I > (Fraction V, Mi 1 es Corp. #:*D £ 1 % 
20 (W/V) l/;NaN3 £0. 1% (W/V) t::tt£«fc 

> ^ U 3 -;U 6 0 0 0 (^7>?1 7 5 0 0 . m~!t1fcm#M) & 1 % 
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_LfE3. 3% (W/V) 7T7n$ 3 0 0 //L?:2 S^O-f > + 
fcitftfcttifc^ft^ft 1 0 0 // Lfo^|#< j^JpL. 2 5 "CtCT 1 B# 

io mmwLtzo 

7n y *y?mffi&WL*: 0. 5 m L i&Dn U 2 5 tKT^ttT 
1 BtRBflittLfco Z.(Dm&m&l 5°C. UOOO rpmf2 0 

15 *?fi^(i:3[5]fT^/:o C (DifcffliK ~fu y * > 2 m L ^Jn 
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^XTKfrsirhWA^t, ^»iJ3© r (i) UMte^mtni \z.mto 

*$mikmm.<km^Tv ?x *mttm% cf e 2 o 3 > 1 0 % 

(W/V) Tjf y x^u>^^ (tio. 4 jzm. ^'J ^X*±S!D 
felt hH B sta# : Lil^Oialfliyf ^ t> A y ^ n y >J >#!jtc £ T¥if 
5 ^L/cOj^fctt hHB stiiW 

irCt hCRPK<$ : \h¥<Oin>mmfrZ>4 Ay /oyij >^iSJC*-e3R| 

tKPiJ?? h ->^*--tfty ? o : 0zK^ £>5fc£sfcl£ic «fc 9 

4 Ay ^d^ij >^®{c*-ef»ss!L^tn:i8^5^ h ->^-'--tf^y ^ ci- 
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Ltzk(Dt, J3tf^? V is?-*£ (500 U/raL> m?£8&*tSI) &m 
tZ^ v ? Z.nffi.mMW&fcT 0 . 3U/raLl«L/:t(Di^l : 

1 5 1 fl^ L & © 

I» (R4?S) : lOmM N-if^-N- (2-tF'o + ->- 
3 -XM^d tf;U) -3, 5 - h + ->T-'J > (iHjC^tlHD 
8 L > 4 mM 4 - T ^ 7 T >f- 1° U > (fr]7fc$»*±g!D 4 0 n L . 

1 2 mMiagg^TK^TK a=m4tm±m) z vL&m&Ltimmz^ o- 

2 0 - hn7 i — ;U - /3 - D - #5 ? ht°7;->K (ONPG) £ 1 % (W 

/V) 5 Lfcfc© 

HB stlt^S : t h-7-JlSk-mfrt>nm£tltz.HB sWM^u (10 0 
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( 2 ) y ^ Xl^m©P^ 
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lB^Rafll^Lfco C 1 5°C. 1 8 0 0 0 rpm"C2 0 

5% (W/V) ©7f7n»H/:o Ctl^ 4 0 C-e#^L/co 
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M^fiS 3 7 °C 

15 ssm©SAWI^tix ^^Sl-An^^fcR l^^rSAL. 3^ 
JdR 2$u ^© 1 0#SMcR 3^. ^© 1 Oft'ikKR 4 $u ^© 1 0 # 
'&KRfe&±m&&AirZo S^#it.fl££i§ALT^> ^SSTfiR 

T«5i-£fcfB:£-£*o L^£m. ±rfO?R3fe^^ 6 0 0 nmfcckLM 2 0 
2 0 nm-effliJ^Lrtio 

t LT£ITi^tCRPlf D a D^ttim D Dt#^^tit>tl/;I^ 
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(4) m%&$k 

HBs«$n n a*0 I. U. /mL, fro, CRPP n a p?:Omg/d 
L#£j&© (-T/S^*)^ £S:t^7j<©^<£>&©) ; HB sSUfcS&l 0 
I . U. /mL, fro, C R P WManZ lmg/d L^frk© ; H B s 
10 gl|n B a* 5 0 1. U. /mL, fro, C R P*If n ° £ 5 m %/ d L^fr 
|)©;HB sJgUPSfc 10 0 1. U. /mL, fro, C RPSfnn^ 1 
Omg/d L^ti-fc© ; HB si^ 2 0 0 1. U. /mL> fro, 
C R P fH^^r 2 Omg/dL #tT ©o 

h b s mm&& r pmm^mij^vmm^w^mwt t 
is t, _h§£ (3) jc^oT, ^^so^n^noai^Si^oiRTfegt^b 
«^M'J^l/co n^titzm.ytmmtm a o o nm) <t h b smm^m 

& ( I . U. /mL) *>J;tf. i^TfeS^L* ( 4 2 0 nm) 

t C R P mm^aMm. (mg/dL) i©M^^^5 tc^L/Co 
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G lmg/ml (7K?§?g) © 1 m 1 SMCC (N -f^ y^f ; 
;l/ - 4 - ( N - v U * hV ^ ;U) -1-/7 -> U - r ) 4 m g / 

ml (v'yf ;b*;l/A7; K"M) ©2 0 1 ^IIO^T^ 3 0 1 0 

#rs«#u fop-rt^? v is?--tnmt smc c^^^^tz 0 
±fa^^ctc o . i m >; >mmmm ( p h 7 . 0 > £ja*_-c£ 

* 1 0 m 1 tteZ £~C%tmL, :©«7r^y7m PD-1 
0 l»T?YJim.ML, m%](D 3 m 1 £fiT. 1 . 5ml 

if 3 2 h •> ^- -feTtfcftO &m *9 Hi L fco 
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1 {c. 0. lmgCHCV (CiffF^^>f^X) C-10 0tKm?> 
a^»L, 3 0°CT6 O^PIIjtL, HCV C - 1 0 0 JajgC * > 

5 #?}c. ^-A^nyy-^lmg/ml 0. 1M 

U >&10tfKm (p H 7 . 0 ) iC-^Lfct©^ 10ml MS^ L fit!! 2 «b 
Ltzo 

MiC o l> n 7 * — £ - D-#5 ? ht°7;->K (ON P 
G) 0. HI%Ol^i4^J;5i^ 0. lM'J (p 
10 H7. 0) ic^L/;t©*l 0mliSLStl3tLto 

15 (2) mm 

ClflTMfOt^A, B, C. «fc tfeUgJfilfS 0, 1, 2, 4, 8, 
16 COI (CUT OFF INDEX) »iL> Ml 0 0 

n i kum i £ i o o n i tax.. 3 7 °c-e i o #ifcHU SSIS 

2 £ 2 0 0 az 1 iD^^ 3 7°C-e 1 0M1U $ fc>fc. !«3 ^100 
2 0 0 ju 1 JniT 3 7 ICt* 1 0 Lfco 4 2 0 nm©KiI?: 

7i']5tu ^ifii/f-em^n/cB.s^ffii^jfartoco I 

T> *fc#:A, B, COCOI**«)fco -?-Oi*, ft^A(i8COK 
^BIi4COK ft#Cli5C0IT*ofc 0 

2 5 6 ) 

( i ) mmftm 
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#E/3 - ii^r 9 h i/^ — M^J 9 a — Jliftfti I g G 1 mg/m 1 

O 1 m UC, SMCC 4mg/ml (->7f^tW^7; 
K«0 ©20^1 £Jn*.T. 30"CT*1 0#fHfllH$U ViP-tf?? 
b i/y—eVLWb SMC C *io 

fcl^-e. -LIB^^ 0 . lMiJV||®$ (pH7. 0) ^^JP^T^ 
11 0ml t^6tt-ff?L> :c^77^'>rttl PD-l 
0 At'^IIU A*fl© 3 m 1 £J#T\ 1. 5ml U 

!aj8 - #5 * h ->y-Hftn:<*i SMCC gpft (-7 U-T S KM£ta;8 - 

0 ±=2-7 U-f ^ KKg^ta r *> y—ViKWmft 1 . 5 m 

ltd. 0. lmgOHCV (CSliT^^'f^X) C-100^Jg^> 
a7«JdL> 3 0 °CT-- 6 0 #Rg«#Lx H C V C-l 0 0KI^> 
'< 9 L$L & - i3 ? 9 V i/jr-Wffifc^ > v^^f- h££fifcU Still i 
L/Co 

5 #:sc. ^ - *'7 n y y-lr^ 1 m g / m 1 i /a a 9 l:, 0. 1M 

U >®Mg«7& (p H 7 . 0 ) lzmMLtzi>(D£ 10ml i^LISl2 <h 
L/Cc 

Ii:^ o--hD7x^;l/-^-D-^7^ hh s 7^F^^ 0. 1 
tt£ J: o 0. lM'J>ii« (pH7. 0 ) Kfe 
0 PL/:t>0^1 0mll^L^l3iLf: o 

&©-c&s<> 
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"P" document published prior to the international filing date but later than 

the priority date claimed "&" 



later document published after the international filing date or priority 
date and not in conflict with the application but cited to understand 
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when the document is taken alone 
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AMENDMENT 

(Under Article 11 of Japanese Law Concerning 
International Applications, etc. Pursuant to PCT) 



To 



Director General of the Patent Office 



1 . 



Identification of the International Application 



PCT/JP99/02442 



2. 



Applicant 



Name 



Sekisui Chemical Co 



Ltd. 



Address : 4-4 , Nishitemma 2-chome, 

Kita-ku, Osaka-shi, 

Osaka 530-8565 JAPAN 
Country of nationality : Japan 
Country of residence : Japan 

3 . Agent 

Name : (8659) Patent Attorney MIYAZAKI Chikara 
Address : Nishimura Bldg., 6-5, 

Tanimachi 1-chome, Chuo-ku, Osaka-shi, 

Osaka 540-0012 JAPAN 

4. Item to be Amended 

Specification and claims 

5. Contents of the Amendment 

(l)In the specification, "(a) an insoluble carrier for 

-1- 



MAT* 



carrying an enzyme and an antibody or antigen corresponding 
to the aforementioned antigen or antibody," on page 4, line 
9 (English specification: Page 6, lines 6-8) is replaced by 
" (a) an insoluble carrier for carrying an enzyme and an 
antibody or antigen corresponding to the aforementioned 
antigen or antibody, the aforementioned insoluble carrier 
comprising at least one selected from the group consisting 
of an organic polymer powder particle, microorganism, blood 
cell and cell membrane fragment , " . 

(2) In the specification, "(a) an insoluble carrier for 
carrying an enzyme inhibitor and an antibody or antigen 
corresponding to the aforementioned antigen or antibody, " on 
page 4, line 16 (English specification: Page 6, lines 19-21) 
is replaced by " (a) an insoluble carrier for carrying an 
enzyme inhibitor and an antibody or antigen corresponding to 
the aforementioned antigen or antibody, the aforementioned 
insoluble car rier comprising at least one selected from the 
group consisting of an organic polymer powder particle, 
microorganism, blood cell and cell membrane fragment , " * 

(3) Claim 1 is amended by changing "(a) an insoluble 
carrier which carries an enzyme and an antibody or antigen 
corresponding to said antigen or antibody;" to "(a) an 
insoluble carrier which carries an enzyme and an antibody or 
antigen corresponding to said antigen or antibody, said 
insoluble carrier comprising at least one selected from the 
group consisting of an organic polymer powder particle, 
microorganism, blood cell and cell membrane fragment ; " . 
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Also, Claim 3 is amended by changing " (a) an insoluble 
carrier which carries an enzyme inhibitor and an antibody or 
antigen corresponding to said antigen or antibody; 11 to "(a) 
an insoluble carrier which carries an enzyme inhibitor and 
an antibody or antigen corresponding to. said antigen or 
antibody, said insoluble carrie r comprising at least one 
selected from the g roup consisting of an organic polymer 
powder particle, microorganism, blood cell and cell membrane 
fragment ; " . 

6. List of Attached Documents 

New pages of specification: pages 4 and 4/1 

(English specification: Pages 6 and 6a) 

New pages of claims: pages 37 and 37/1 

(English claims: Pages 55 and 55a) 
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OF PRIORITY DOCUMENT 

/PPT Administrative Instrurtion*; Sprtion 4111 
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To: 

MIYAZAKI, Chikara 
Nishimura Building 
6-5, Tanimachi 1-chome 
Chuo-ku 

Osaka-shi, Osaka 540-0012 
JAPON 


Date of mailing (day/month/year) 
05 July 1999 (05.07.99) 




Applicant's or agent's file reference 
F-370PCT 


IMPORTANT NOTIFICATION 


International application No. 
PCT/JP99/02442 


International filing date (day/mpnth/year) 

12 May 1999(12.05.99) 


International publication date (day/month/year) 
Not yet published 


Priority date (day/month/year) 

15 May 1998(15.05.98) 


Applicant 

SEKISUI CHEMICAL CO., LTD. et al 



1. The applicant is hereby notified of the date of receipt (except where the letters "NR" appear in the right-hand column) by the 
International Bureau of the priority document(s) relating to the earlier application(s) indicated below. Unless otherwise 
indicated by an asterisk appearing next to a date of receipt, or by the letters "NR M , in the right-hand column, the priority 
document concerned was submitted or transmitted to the International Bureau in compliance with Rule 17.1 (a) or (b). 

2. This updates and replaces any previously issued notification concerning submission or transmittal of priority documents. 

3. An asterisk^*) appearing next to a date of receipt in the right-hand column, denotes a priority document submitted 
or transmitted to the International Bureau but not in compliance with Rule 17.1(a) or (b). In such a case, the attention 
of the applicant is directed to Rule 17.1(c) which provides that no designated Office may disregard the priority claim 
concerned before giving the applicant an opportunity, upon entry into the national phase, to furnish the priority document 
within a time limit which is reasonable under the circumstances. 

4. The letters "NR" appearing in the right-hand column denote a priority document which was not received by the International 
Bureau or which the applicant did not request the receiving Office to prepare and transmit to the International Bureau, 

as provided by Rule 17.1(a) or (b), respectively. In such a case, the attention of the applicant is directed to Rule 17.1(c) which 
provides that no designated Office may disregard the priority claim concerned before giving the applicant an opportunity, 
upon entry into the national phase, to furnish the priority document within a time limit which is reasonable under the 
circumstances. 



Priprity o^e 

15 May 1998 (15.05.98) 
24 Dece 1998 (24.12.98) 
24 Dece 1998 (24.12.98) 
24 Dece 1998 (24.12.98) 



Priority application No. 

10/133995 
10/366818 
10/366819 
10/366820 



Country or regional Office 
or PCT receiving Office 

JP 
JP 
JP 
JP 



Date of receipt 
of priority document 

02 July 1999 (02.07.99) 
02 July 1999 (02.07.99) 
02 July 1999 (02.07.99) 
02 July 1999 (02.07.99) 





Authorized officer 


The International Bureau of WIPO 


34, chemin des Colombettes 


Juan Cruz 


121 1 Geneva 20, Switzerland 




Facsimile No. (41-22) 740.14.35 


Telephone No. (41-22) 338;83.38 


Form PCT/IB/304 (July 1998) 


002712733 
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PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



(PCT Article 36 and Rule 70) 


Applicant's or agent's file reference 
F-370PCT 


_ f ID ~„ ro A/ -r irhXJ SeeNotificationofTransmittaloflnternational Preliminary 
FOR FURTHER ACTION Examination Report (Form PCT/IPEA/416) 


International application No. 


International filing date {day/month/year) 


Priority date (day/month/year) 


PCT/JP99/02442 


12 May 1999(12.05.99) 


15 May 1998(15.05.98) 


International Patent Classification (IPC) or national classification and IPC 




G01N 33/543 






Applicant 


SEKISUI CHEMICAL CO., LTD. 





1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 



. sheets, including this cover sheet. 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 



amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of _ 



sheets. 



This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



I 


I2SI 


II 


□ 


III 


□ 


IV 


□ 


V 


El 


VI 


□ 


VII 


□ 


VIII 


□ 



Date of submission of the demand 

19 July 1999(19.07.99) 


Date of completion of this report 

11 April 2000 (11.04.2000) 


Name and mailing address of the IPEA/JP 
Facsimile No. 


Authorized officer 
Telephone No. 



Form PCT/IPEA/409 (cover sheet) (July 1998) 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



lational application No. 

PCT/JP99/02442 



I. Basis of the report 



1. With regard to the elements of the international application:* 
| | the international application as originally filed 

the description: 

pages 1-3,5-36 

pages 

pages 



, as originally filed 



, filed with the demand 



4,4/1 



, filed with the letter of 24 December 1999 (24.12.1999) 



the claims: 

pages 

pages 

pages 

pages 



2,4-11 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



1,3 



. filed with the letter of 24 December 1999 (24.12.1999) 



the drawings: 

pages 

pages 

pages 



, as originally filed 



, filed with the demand 



, filed with the letter of 



| | the sequence listing part of the description: 

pages 

pages 

pages 



, as originally filed 



filed with the demand 



filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

I I the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

I I the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 



□ 



With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

contained in the international application in written form. 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form. 

furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 



□ 
□ 
□ 
□ 
□ 

□ 
□ 



been furnished. 



The amendments have resulted in the cancellation of: 

1 I the description, pages 

I I the claims, Nos. 

1 I the drawings, sheets/fig 



I | This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
' ' — ' beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article J 4 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70.17). 

** Any replacement sheet containing such amendments must be referred to under item I and annexed to this report. 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



InrWiational application No. 

PCT/JP99/02442 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 



citations and explanations supporting such statement 

1 . Statement 

Novelty (N) Claims 1-1 1 YES 

Claims NO 

Inventive step (IS) Claims YES 

Claims 1-1 1 NO 

Industrial applicability (I A) Claims 1_11 YES 

Claims NO 



2. Citations and explanations 

Document 1: JP, 60-067857, A (Fujirebio Inc.) 18 April 1985 (18.04.85) 

Document 2: JP, 62-249061, A (Konica Corp.) 30 October 1987 (30.10.87) 

Document 3: JP, 53-1 15814, A (F. Hoffmann-La Roche & Co., AG.) 9 October 1978 (09.10.78) 

Document 4: JP, 01-31 1274, A (Nitto Denko Corp.) 15 December 1989 (15.12.89) 

Claims 1, 2, 5 and 6 

Document 1 describes an immunoassay reagent for measuring the quantity of antigen or antibody that is the object 
of assay in a sample and states that this reagent contains an insoluble carrier on which an antibody or antigen to the 
above antigen or antibody and an enzyme are carried, an enzyme inhibitor that inhibits activity of the above 
enzyme, and the substrate for the above enzyme. 

The use of an organic polymer powder, microorganisms, blood cells, or fragments of cell membrane as the insoluble 
carrier in an immunoassay is a matter that is to be selected as needed by persons skilled in the art. 

Claims 3, 4, 5, and 6 

Documents 1 and 2 describe an immunoassay reagent for measuring the quantity of antigen or antibody that is the 
object of assay in a sample and state that this reagent contains an insoluble carrier on which an antibody or antigen 
to the above antigen or antibody and an enzyme inhibitor are carried, an enzyme whose activity is inhibited by the 
above enzyme inhibitor, and the substrate for the above enzyme. 

Claims 7-10 

Document 3 describes an immunoassay reagent for measuring the quantity of antigen or antibody that is the object 
of assay in a sample and states that this reagent contains an insoluble carrier on which an antibody or antigen to the 
above antigen or antibody that is chemically bonded to an enzyme inhibitor is carried, an enzyme whose activity is 
inhibited by the above enzyme inhibitor, and the substrate for the above enzyme. 

Claim 1 1 

Document 4 describes an immunoassay method in which an agglutination reaction and enzymatic reaction are 
brought about by the immunoassay process and the extent of the reaction that occurs is measured. 

Applying the immunoassay method described in document 4 to the immunoassay reagents described in documents 
1-3 is obvious to persons skilled in the art. 
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